
•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH ~ l:IKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 

Distt. Solan, H.P., 173 20S, iNDiA 

Tel : +91 93166 56001-02 
d' www.drre dvs.com 

Product:/ Ketorol@ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

IIPOAVKT: KeTOPOJIQ<) (KeTopoJiaK) pacrnop AJI51 BHyrpHBeHHOro H BHYTPHMhilllel{HQfO BBe.D,eHH51, 30 Mr/MJI 

Batch No/ 
: V260062 

Batch Quantity/ 454545 ampules / 

CepuH N!! O61>eM cepuu 
: 

454545 aMnYII 

Analytical Report No/ Date of Analysis/ 
AuaJIHTH'lecKuii OT'leT N!! : 890001859727 ,[(aTa auaJiu1a : 29.01.2026 

Date of Manufacture/ 
: 01/2026 

Date of Expiry / 
12/2027 

,[(aTa npOH3BOACTBa roAeH AO 
: 

Mfg. License No./ 
IlpoHJBOACTBeHHaH : MNB/05/263 

MA number:/ : J1TI-N2(008888)-(Pf-RU) 
Jiuueu1uH N!! HoMep PY 

Analysis performed according ND/ AuaJIH3 npoBeAeH no H,[(: J1TI-Mi(008888)-(Pf-RU)-170225 
~ 

Page 1 of 7 / CTp. 1017 

.N'2 Test/ IloKaJaTem, Results/ Pe1yJibT3Tbl Specification / HopMa 

1 Description / Onucattue Clear colorless solution. / I1p03pa'-1Hbll1. Clear colorless to slightly yellow color 
6ecuBeTHbIH pacrnop. solution. I I1po3pa'-1HbIH pacrnop OT 

6ecuBeTHoro .no cBeTJIO-)KeJnoro l.lBern. 

2 Identification* / l1t1:eHTH<l>HKaUHH* 

2a HPLC* I B3}l{J{* The retention time of the main peak in the The retention time of the main peak in the 
chromatogram of test solution corresponds chromatogram of test solution should 
to the main peak in the chromatogram of correspond to the mam peak m the 
standard solution. I BpeM51 y.nep)KHBaHH51 chromatogram of standard solution (Assay 
OCHOBHOro ITH Ka Ha xpoMaTOrpaMMe section). I BpeM51 y.nep)KHBaHH51 
HCITbITyeMoro pacrnopa COOTBeTCTByeT OCHOBHOro ITHKa Ha xpoMaTOrpaMMe 
speMeHH yt1:ep)Kl-IBaHH51 OCHOBHOro ITHKa HCITbITyeMoro pacrnopa JJ,OJI)KHO 
Ha xpoMaTOrpaMMe CTaH.D,apTHOro COOTBeTCTBOBaTb BpeMeHH y.nep)KHBaHH51 
pacrnopa. 0CH0BHOfO ITHKa Ha xpoMaTOrpaMMe 

CTaH.D,apTH0ro pacrnopa (pa3JJ:en 
«Konl1'-lecrneHHoe orrpeJJ:enem1e»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'faHue: Tipo.nyKT coorneTcrnyeT Tpe6osaHH51M HA 3aKJIIO'feHue: O,l1,O.6PEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 

no;rroTOBJieJ•IO: Opo·aepetto: Pardeep TTposepeHo (AOK): person I O.no6peHo: O6ecrre'-lem1e 

Ramakant 

~~ 
Kumar 

~ 
Am.it Kumar Ka'-!ecrna/OrneTcTBeHHOe m,ir._i:o: 

.~ 

__ ____( \.) -,..:, I \.._ K\J"-11'\<L_ 
,-<'.'..v~ 

Date/ Date I Date I IDate / -~o-e J,-.ZO¼ 
!-{am: 30.01.2026 AaTa: 30.01.2026 )].aTa: 30.01.2026 Aarn: 

Registered Office : 8-2-337, Roc:d No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Em ail: mail@drreddys com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 
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•·· Dr.Raddy's~;• 
CERTIFICATE OF ANALYSIS 

CEPTII <I> IIKAT AHAJIIl3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P, 173 2.05, iNDiA 

Tel: +91 93166 56001-02 
d' www.drre eivs.com 

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

IlpoJzyKT: KeTopo11™> (KeToponaK) pacrnop AJ)ff BJ1yrp1-rneHHOfO H BH)'TPl1Mblllie4HOfO BBe,D,ettml, 30 Mr/Mn 

Batch No/ 
: V260062 

Batch Quantity/ 454545 ampules / 

CepnH .N'!! O61.eM cepnn 
: 

454545 aMTTYJl 

Analytical Report No/ Date of Analysis / 
AnaJIHTH'leCKHii 0T'leT N2 : 890001859727 ,Il;aTa auaJiuJa : 29.01.2026 

Date of Manufacture/ 
: 01/2026 

Date of Expiry / 
12/2027 

1.IJ;aTa np0H3B0)1.CTBa ro)J.eH )1.0 
: 

Mfg. License No./ 
IlponJBO)J.CTBennaH : MNB/05/263 

MA number:/ 
: JUJ-N2(008888)-(Pf-RU) 

JIHI.-eH3HH .N'!! HoMep PY 

Analysis performed according ND/ AnaJ111J npoee)J.en no H)J:: J1I1-N2(008888)-(Pf-RU)-170225 
Pa2e 2 of7 / Cro. 2 HJ 7 

}fo Test/ IloKaJaTeJib Results/ PeJyJibTaTbt Specification/ HopMa 

2b UV- spectrophotometry* I UV absorption spectra of the test solution UV absorption spectra of the test solution 

Y(f)-cneKmporjJomoMempw1 * 
and the solution of the standard sample of and the solution of the standard sample of 
Ketorolac Tromethamine in the range from Ketorolac Tromethamine in the range from 
200 to 400 nm have absorption maxima at 200 to 400 nm should have absorption 
322 ± 2 nm. I Y<l>-cneKTPhI nornomeHH1! maxima at 322 ± 2 nm. / Y<l>-cneKTPhI 
HCTihITyeMoro pacTBopa H pacTBopa nornomeH1111 HCTihITyeMoro paCTBopa H 
CTaHJJ.apTHOro o6pa3ua KernponaKa pacTBopa CT3HJl.3pTH0ro 06pa1ua 
TP0MeTaMHHa B o6nacrn OT 200 JJ.0 400 HM KeToponaKa TP0MeTaMHHa a o6naCTH OT 
HMe!OT MaKCHMYMhl rrornomeHH1! rrptt 200 )1.0 400 HM JJ.0fl)l(Hhl HMeTh 
322±2 HM. MaKCHMYMbl rrornomeHH1! rrptt 322±2 HM. 

3 Clarity/ Ilp03pa'-1HOCTb The opalescence of the sample does not The opalescence of the sample should not 
exceed opalescence of reference exceed opalescence of reference 
suspension I. / OrranecueHUHll rrperraparn suspension I. / OrranecueHUH11 rrpenaparn 
He npeBhmrneT orranecueHUHIO cycrreHJHH He JJ.Ofl)l(Ha rrpeBbiillaTh orranecueHUHIO 
cpaBHeH1111 I. cycrreHJm-1 cpaBHeH1111 I. 

4 Color / U.seTHOCTb 0.05 Absorbance should be not more than 0.20 
Abs at a wavelength of 430 nm./ 
IlornomeHtte JJ.0fl)l(HO 6hnh He 6onee 0,20 
npH )I.JlHHe B0JlHbl 430 HM. 

5 pH 7.3 From 6.9 to 7.9. I OT 6,9 ,no 7,9 . 

6 Particulate matter/ MexaHH'Iec1me BKJIIO'IeHHSI 

6a Visible particles/ Complies I CooTBeTcTByer Should be absent. / 
BttJJ.HMbie qacTHUbl JJ:on)l(Hhl 0TCYTCTB0BaTb. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IITpnMe'-laHHe: Ilpo,uyKT cooTBeTcTByeT rpe6osatttt1!M HA 3aKJll01.feHHe: O,/],OliPEHO 

Prepared by I 
Ilo,nroTOBJleHO: 

Ramakant ~ r 
~ 

Date/ 

JJ:arn: 30.01.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 

IlpoBepeHo: Pardeep IlposepeHo (AOK): person/ O,no6peHo: O6ecrre11eHtte 

Kumar Amit Kumar/' Ka11ecTBa!OTBeTCTBeHHOe nttuo: 

~ /\ -~ 
___ ( Vf-.J1 L l(V""1 I'\~ 

~<V"'-1 

Date I Date I I Date/ ]0-0) ·-.z_O 1-(, 
)];am: 30.01.2026 JJ:ara: 30.01.2026 JJ:arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr. Raddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH'1>HKA T AHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P, 173 205, iNDiA 

Tel : +91 93166 56001-02 

d d www. rre dvs.com 
Product:/ KetorolO!) (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

IlpOAYKT! KeTopoJI(R) (KeTopoJiaK) pacrnop ,LI_JI51 BHYTPHBeHHOro 11 BHYfPHMhIWeqHoro BBe)WHH51, 30 Mr/MJI 

Batch No I : V260062 
Batch Quantity / 454545 ampules / 

Cepua .N'!! 061>eM cepuu 
: 

454545 aMnyJI 

Analytical Report No / Date of Analysis/ 
AuaJiuTu<JecKuii OT<JeT .M! : 890001859727 ,lt:aTa auaJIH3a : 29.01.2026 

Date of Manufacture / 
: 01/2026 

Date of Expiry / 
12/2027 

,lt:aTa DPOH3BOACTBa ro.!(eH AO 
: 

Mfg. License No./ 
IlpOH3BO~CTBennaH : MNB/05/263 MA number:/ : JII1-N2(008888)-(Pf-RU) 
JIHQeHJHH .N'!! HoMep PY 

Analysis performed according ND/ Auanu3 npoee~eu no H)].: J1TT-N2(008888)-(Pf-RU)-170225 
Page 3 of7 / CTp. 3 Hl 7 

.N'! Test/ Ilmca1aTeJ1b Results/ Pe1yJ1bTaTbI Specification / HopMa 

6b Invisible particles I 
HeBl1,llHMbie qacTHUbl: 
I. Particles 2': 10 µm / 09 not more than 6000 per ampoule; / 

lfacrnu pa3MepoM 2': He 6onee 6000 Ha aMnyny; 
10 MKM 

11. particles 2': 25 µm / 02 not more than 600 per ampoule. / 
'!aCTHU pa3MepOM 2': He 6onee 600 Ha aMnyny. 
25 MKM 

7 Impurities / IlpuMecu 

Impurity A / Tip11Mecb A 0.09% not more than 0.20 % / He 6onee 0,20 %; 

Impurity B / TipHMecb B Below LOD (LOD = 0.014 %) I HmKe not more than 0.50 % / He 6onee 0,50 %; 
npe,nena o6Hapy)l(eHH51 (TIO= 0.014 %) 

Impurity C / Tip11Mecb C Below LOD (LOD = 0.010 %) I H11)1(e not more than 0.50 % / He 6onee 0,50 %; 
npe,lleJia 06ttapy)l(eH1151 (TIO= 0.010 %) 

Impurity D / Tip11MeCb D Below LOD (LOD = 0.010 %) / HmI<e not more than 0.20 % / He 6onee 0,20 %. 
npe,lleJia 06ttapy)l(eH1151 (TIO= 0.010 %) 

Individual unidentified Not more than 0.20 % / He 6onee 0,20 %. 
impurity/ E,ll11HH9Ha51 

Below LOQ (LOQ = 0.050%) / H11)1(e 
Hel1,lleHTl1~11U11pOBaHHa51 

npe,lleJia KOJIH'IecrneHH0ro onpe.ueneHH51 
npHMeCb 

(TIKO = 0.050 %) 

Total impurities / CYMMa 0.1% Not more than 1.50 % I He 6onee 1,50 %. 
npuMeceil: 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe•urnue: IIpo.nyKT C0OTBeTcTByeT Tpe6oBaH1151M H,n: 3aKmo'ienue: O)J:OliPEHO 

Prepared by / 

O0,Llf"OTOBJieHo: 

Ramakant ~~ 

Date/ 

Aarn: 30.0 l.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 

Dposepetto: Pardeep IIpoeepeHO (AOK): person/ O.no6peHo: O6ecne1Iett11e 

Kumar 
Am;tKum'f ~ Ka'lecrna/OrneTCTBeHHOe JI11UO: 

~ . ~Ui-JtL K \/ "'1 t1 t2_ 
-<.vvj 

Date/ Date/ !Date/ JD,()\-.zD2-t 
Aarn: 30.01.2026 )],am: 30.01.2026 ,n:arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email : mail@drreddys.com 

CIN: L85195!\P1984PLC004507 
www.drreddys.com 

I 



•·· Dr.Raddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 

CEPTII ct> MKAT AHAJilI3A 

Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 :I.OS, INDIA 

Tel : +91 93166 56001-02 
d dcl www. rre ·1vs.com 

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

IlpO.LJ.YKT: Ke-ropon® (KeTOpOJlaK) paCTBOp )],Jl11 BHYTJ)l1BeHHOfO H BHyrpHMhIWe<rnoro BBe.D,eHml, 30 Mr/MJl 

Batch No/ 
: V260062 

Batch Quantity/ 454545 ampules / 

CepuH .N'!! O6'heM cepuu 
: 454545 aMnyJ1 

Analytical Report No/ Date of Analysis / 

AuaJIHTH'leCKHii 0T'leT .N'!! : 890001859727 ,lJ;aTa auaJIHJa : 29.01.2026 

Date of Manufacture / 
: 01/2026 

Date of Expiry / 12/2027 
,lJ;aTa DP0H3B0,1),CTBa ro,11,eu ,1),0 

: 

Mfg. License No./ 
IlpouJB0,11,CTBeuuaa : MNB/05/263 

MA number:/ : J1IT-N2(008888)-(Pf-RU) 
HoMep PY JIHU:eH3HH .N'!! 

Analysis performed according ND/ AnaJIH3 npose,11,eu no H,LJ;: J1IT-N2(008888)-(Pf-RU)-170225 
Page 4 of7 / CTp. 4 HJ 7 

.N'!! Test I IloicaJaTeJJb Results/ PeJyJJbTaTbl Specification/ HopMa 

8 Extractable volume* / 10.6 ml/ 10,6 MJI Not less than 10.0 ml (collectively 
lhBJJeicaeMbIH o6beM* measured volume of IO ampoules). / 

He Mettee 10,0 Mn (o6beM, 113MepeHHhIH 
Ha OCHOBaHl111 06be,!1.!1HeHHOrO 
co.n.ep)l(11Moro 10 aMnyJI). 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
liaKTepH8JlbHblC /<=0.725 E3/Mr Trometamol. I He 6onee 5,8 E3/Mr 
3Ht).0T0KCHHbl KernpoJiaKa -rpoMeTaMirna. 

10 Sterility** / NA Must be sterile. I ,[l;OJI)l(eH 6b!Th 
CTepHJJbHOCTb ** CTep11JJbHhlM . 

11 Assay/ KoJJH'feCTBenuoe 30.46 mg I 30,46 Mr From 27.0 mg to 33.0 mg of Ketorolac 
onpeti.eJJenue Trometamol per 1 mL. / OT 27,0 Mr .no 

33,0 Mr KeTOponaKa Tp0MeTaM0Jla s 1 MJI. 

12 Ethanol content/ 3TaHoJJ 11.58 % From 10.60 % (v/v) to 13 .10 % (v/v). I 
OT 10,60 % (06/06) .no 13,10 % (06/06). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe'fanue: ITpo.n.yKT coorneTcrnyeT -rpe6osamuiM HA 3aKJJIO'feHue: O)1,OliPEHO 

Prepared by/ Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
ITO,!lSOTOBJleHO: ITposepetto: Pardeep ITposepetto (AOK) : person I O.n.o6petto: O6ecne1..JeHHe 

Ramakant~\ r Kumar Amit Kumar Kal.JeCTBa/OrneTCTBeHHOe Jl11U.0: 

~ ~ ~ 
__ (\J 1-Jl L l(\IM/1'.-\fl..__ 

_L_yvJ 

Date I Date / Date I !Date/ 10 . .-e )--~OL lo 
,[l;arn: 30.01.2026 ,[l;aTa: 30.01.2026 ,[l;aTa: 30.01.2026 ,[l;arn: 

Registered Office: 8-2·337, Road No. 3, Banjara Hills, Hyderabad· 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: -,9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH$MKATAHA.JIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, iNOiA 

Tel : +91 93166 56001-02 
d d' www. rre avs.com 

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlpOJJ.YKT: KeTOponO(I (KeTOponaK) pacrnop )],JUI BHyrpHBeHHOfO H BHyrpHMbillie1-rnoro BBeJJ,eHH51, 30 Mr/MJ1 

Batch No I : V260062 
Batch Quantity / 454545 ampules I 

CepuH .N"!! O61>eM cepuu 
: 454545 aMnyn 

Analytical Report No I Date of Analysis / 
AuaJIHTH'lec1rnii OT'leT .N"!! : 890001859727 ,U:aTa auaJittJa : 29.01.2026 

Date of Manufacture / : 01/2026 
Date of Expiry / 

12/2027 
,U:aTa DPOH3BOJJ.CTBa roJJ,eH J),O 

: 

Mfg. License No./ 
IlpottJBOJJ.CTBeuuaH : MNB/05/263 MA number:/ : flll-N!!(008888)-(Pf-RU) 
JIH~eH3HH .N°!! HoMep PY 

Analysis performed according ND / Anamo npoeeJJ,eu no H,n:: flll-N!!(008888)-(Pf-RU)-l 70225 
Page 5 of 7 / CTp. 5 HJ 7 

Test/ IloKa3aTeJib Results I PeJyJibTaTbI Specification/ HopMa 

13 Packaging/ OnttcaHHe 
ynaK0BKH 

1 mL in class I light-shielding dark amber 
glass ampoules. A cut ring and point in the 
upper part of ampoule. A label is attached 
to ampoule. 

1 mL in class I light-shielding dark amber 
glass ampoules. 

10 ampoules and a patient information 
leaflet in a PVC/aluminum blister. 
1 blister in a carton pack. / 
no 1 MJJ B aMnynhI 113 CBeT03all(HTHOro 
cTeKJia TeMHo-KopwrneBoro UBeTa Knacca 
I. B BepxHeH qacrn: aMnyJJhl HaHeCeHbI 
KOJibUO 11 TO'IKa .LI.JUI pa3JJOMa. Ha aMnyny 
HaKJJeHBalOT 3THKeTKy. 
no 10 aMnyJJ BMeCTe C JJHCTKOM-
BKJ!a.ll.blllleM B ITBX/anlOMHHHeBbIH 
6JIHCTep. no 1 6JIHCTepy B na'-tKY 
KapTOHH)'JO. 

A cut ring and point are in the upper part 
of ampoule. A label 1s attached to 
ampoule. 10 ampoules and a patient 
information leaflet in a PVC/aluminum 
blister. 
1 blister in a carton pack; for in-patient 

facilities: 2, 3, 5 blisters in a carton pack. 
I 
Ilo 1 MJJ B aMnyJJbl H3 CBeT03all(HTHOro 
CTeKJia TeMHO-KOpH<IHeBoro UBeTa KJJacca 
I. B BepxHeii qacTH aMnynbI ttattecettbI 
KOJibUO 11 TO'IKa .ll.Jl.SI pa3JJOMa. Ha aMnyny 
HaKJieHBa!OT 3THKeTKy. 
no 10 aMTTYJJ BMeCTe C JJHCTKOM­
BKJ!a.ll.blllleM B ITBX/anIOMHHHeBbIH 
6n11cTep. Ilo I 6n11cTepy B na'IKY 
KapTOHHyIO; OJTR cmal{UOHapoe: no 2, 3, 5 
6nMCTepoB B na4KY KapTOHHY}O. 

* Tests are not perfonned during the stability investigation./* HcnbITaHH51 He npoBo;::i;n B xo;::i;e Hccne;::i;oaamui: 
CTa6HJibHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch./** llpH BhmycKe npenapara 
KOHTp0Jib Kaqecrna no noKa3aTemo npOBOAHTC51 )].JUI Ka)K)],OH 15-0H cepHH. 

Remarks : The Product confirms to ND/ Conclu ion : APPROVED/ 
IlpMMClJaHHe: Ilpo.n:yKT COOTBeTcTByeT Tpe6oBaHID!M H,n: 3a1CJ110•1eHne: O)1,OEPEHO 

Prepared by I Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 

noJ{rOTOBJleHO: OponepeHo: Pardeep npoaepeHo (AOK) : per on/ O.n:o6peHo: O6ecne4eHHe 

Ramaka,~ 
Kumar AmitKuma~ Ka<1ecTea/OrneTCTBeHHOe JJHUO: 

~ --<Ul-J1 L \(\/MJ<l(L _ 
_ -<v\1/ 

Date / Date / Date/ IDate / -e/- 01-(., 
J:(aTa: 30.01.2026 J:(aTa: 30.01.2026 ,n:a-ra: 30.0l.2026 J:(aTa: 

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telarigana, India 
Tel: +91 40 4900 2900, Fax : +9140 4900 2999, Email: mail@drreddy,.corn 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 

I 



•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTilWIIKATAHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho\, Nalagarh Road, Baddi, 
Distt. Solan, H.P, 173 205, INDIA 

Tel: +9198166 56001-02 
www.drre dd !vs.com 

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

Ilpo;zy1n: Keropo.rr°0 (KeTopoJTaK) pacTBop AJl Sl BHYfP~IBeHHOrO 11 BH)'TPHMbIWeYHOf'O BBe,D,eHml, 30 MrlMJI 

Batch No I 
: V260062 

Batch Quantity/ 454545 ampules / 

CepuH .N'!! O61>eM cepuu 
: 

454545 aMnyn 

Analytical Report No/ Date of Analysis / 

AuanuTuttecKuii oP1eT .N'!! : 890001859727 ,l(aTa auaJIHJa : 29.01.2026 

Date of Manufacture / : 01/2026 
Date of Expiry / 12/2027 

IlaTa npoH3BO)].CTBa ro)],eH )].O 
: 

Mfg. License No./ 
Ilpou3BO)].CTBeuuaH : MNB/05/263 MA number: I 

: J1TI-N2(008888)-(Pf-RU) 
JIHI~eH3HH .N'!! HoMep PY 

Analysis performed according ND/ A11am13 npose,QeH no~: JITT-.Mi(008888)-(Pf-RU)-170225 
Pa2e 6 of 7 / CTp. 6 H3 7 

API name/ HanMeHOBaHHe A<l>C: Ketorolac Trometamol / Kernpo11aKa TpoMernMoJI 

INN I MHH: Ketorolac / Kernpo11aK 

API manufacturer batch number/ 
2KTM0621025 

HoMep cepuu npottJBO.llHTeJrn A<l>C: 

FP Manufacturer API Batch number/ 
HoMep cepHH cy6CTaHU,HH npOHJB0.llHTe.JlSI FESA00567 
r JicJ>: 

API Manufactured by & country/ Symed Labs Limited, India/ 
IlpomBO.llHTeJib A<l>C, CTpaua: CawMe.ll Jla6c JIHMHTe,u, l1H,um1 

Name, address, authorization No for FP 
Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Viii. Khol, Nalagarh 

manufacturing site / Control site / Release 
Road, Baddi, Distt. Solan, H.P. I 73205, India (license No No MNB/05/263) / 

site I 
HaHMeHoBaHHe, a,llpec, JIHU,eHJHSI ,IJ.JISI 

,lJ;-p Pe.ll.)lH'c Jla6opaTOpHC JIT,[(., 11H.nm1, IlpOH3B0.llCTBeHHOe no.npa3,IJ.eJieHHe-6, 

IlpOHJBO,llCTBeHHast DJIOll{a,llKa / IlJioll.(a,IJ.Ka 
BHJIJI, KxoJib, Hanarapx Poy.ll, oa.ll.)lH, ,lJ;HCTPHKT CoJiaH, x.rr., 173205, 11H.UHJI 

K0HTpOJISI Ka'leCTBa / IlJIOLl.l.a,IJ.Ka BbmycKa 
(m1uett3HJI N2 No MNB/05/263 

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has been 
manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with the GMP 
requirements of the Eurasian Economic Union and requirements to the medicinal quality and with the specifications in the Marketing 
Authorization dossier of the importing country. Production, packaging and testing records are verified and their compliance with 
Good Manufacturing Practice of the Eurasian Economic Union is established»./ 

3aKJII09eHHe 0 COOTBeTCTBHH: «HacTO.sI!UHM JI no.nrnep)l(.UaJO, qTQ npHBe.neHHaJI Bb[llle HHCpopMaUW! JIBJIJieTCJI .llOCTOBepHOH J,! 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'laHne: Ilpo,nyKT coorneTcrnyeT TPe6oaamrnM H,lJ; 3aKJIIO'leHue: O,lJ;OliPEHO 

Prepared by I Checked by/ Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
no.nroTOBJJeHO: npoeepeHO: Pardeep npoaepCH0 (AOK): person / O.no6petto: O6ecneqeHHe 

Ramakant ~ t Kumar 
AnutK"F 

Kaqecrna/OrneTCTBeHHOe JI HL(O: 

~ c4--::-- - . .(VNi L )<\f tv1 rtL. 
,,.,---- __ (.vv) 

Date I Date / Date I !Date/ ~1 D·-0 )-~ ,1-.0lL 
,lJ;arn: 30.01.2026 )J.a-ra: 30.0 1.2026 ,lJ;arn: 30.01.2026 ,lJ;arn: 

Registered Offi ce: 8- 2-337, Road No. 3, Banja ra Hills, Hydera bad - 500034, Telangana, Ind ia 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Em ail: mail@drreddys.co m 

CIN: L85195AP1984PLC004507 
www. drreddys.com 

I 



•·· Dr.Reddy's ~~• 
CERTIFICATE OF ANALYSIS 

CEPTH$llKATAHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, iNDiA 
Tel: +91 98166 56001-02 

www.drre dd 1vs.com 
Product:/ KetorolQP (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

IlpOJJ.YKT: KeTopon® (KeToponaK) paCTBOp )J.J151 BHyrpirneHHOro H BHyrpHMbIIlle4HOro BBe)J.eHH51, 30 Mr/MJ1 

Batch No/ : V260062 
Batch Quantity/ 454545 ampules / 

CepuH .N'!! O6'heM cepuu : 454545 aMnyn 

Analytical Report No / Date of Analysis / 
AaaJIHTH'lecKun OT'leT N2 : 890001859727 JJ:aTa aaaJiu3a : 29.01.2026 

Date of Manufacture / 
: 01/2026 

Date of Expiry / 12/2027 
JJ:aTa DPOH3B0)J.CTBa ro)J.eH )J.O : 

Mfg. License No./ 
Ilpou3BOJJ.CTneaaaH : MNB/05/263 MA number:/ : JU1-N~(008888)-(Pf-RU) 
JIHU.eH3HH N2 HoMep PY 

Analysis performed according ND/ AuaJIH3 npoee)J.eu no H,ll;: J1I1-N~(008888)-(Pf-RU)-l 70225 
Page 7 of 7 / CTp. 7 H3 7 

TO'IHOH. 3m cep1,rn np0JlYKIJ,1111 np0H3Be)leHa (BKmoqa51 ynaK0BKY (MapK11pOBKY) 11 K0HTp0nb Ka1tecrna) Ha BbJWeyKa3aHHOM 

npOH3B0l].CTBeHHOM nnomanKe (nnow:anKax) B nonHOM C00TBeTCTBl111 C Tpe6oBaHJ151Ml1 TTpaBJ1JJ Hanne)l(arn:eM npOH3B0l].CTBeHH0M 

npaKTl1K11 Espa311HCKOro 3K0H0MH1-!eCK0ro COJ03a 11 TJ)e6oBaHH51M11 K0HTpon51 Ka1tecrna neKapcrneHHblX cpencrn, a TaK)l(e B 

CO0TBeTCTBl111 co cneump11Ka1Il151Ml1, conep)l(aJUl1Ml1C51 B penicTJ)aU110HH0M ll.0Cbe CTJ)aHbl-HMn0pTepa. 3an11c11 no npOH3B0l].CTBY, 

ynaK0BKe 11 aHanH3y nposepeHhl, 11 ycTaH0BneH0 11X C00TBeTCTBl1e Tpe6oBaHill!M TTpaBHJl Ha)lne)l(ameti np0113B0)lCTBeHH0H 

npaKTHKH Espa3HHCKOro 3K0H0MH'IeCK0fO COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp1-1Me1.faH11e: TTponyKT coorneTcrnyeT TJ)e6osaHill!M H)]; 3aKJ1101.feH1-1e: 0.ll:OliPEHO 

Prepared by / Checked by / Checked by {AQA) / Approved by: Quality Assurance/ Authorized 

no.zi:roTosneHo: nposepeHo: Pardeep TTposepeHo (AOK): person / Ono6petto: O6ecne1tett11e 

Ramakant{!J t Kumar 

~ 
Amit Kumar Ka01eCTBa!OrseTCTBeHHOe Jmuo: 

~ ~~ S:Ur-J IL KV~ V'.\1C_ 
.-(v\J/ 

Date / Date/ Date/ !Date / 0,-<J/ "'c(() 2- ( 
,[\aTa: 30.01.2026 .[l;aTa: 30.01.2026 )];aTa: 30.01.2026 )];ara: 

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel : +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.corn 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 




